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Guidance for Pre-clinical Testing of Extracorporeal Blood Circuits for Hemodialyzer

100.05.04 2 2
[ ] 106.12.13 2 1

L **ﬁfﬂ%i&ﬁﬁ""fﬁ ERRFHAEASART SR AP RBAKRGT R EFAP
22FH I IRABPRIACTHLER FRHIHARERGFRAOAP ERBER - R
BrARBRALR  H TR LR REREEG (3RS R A
B)2FHo
2. *RBRPIAFGRHRAFLFITEP T BAASLFEPATY L BRIMMAGm s AER
ARBEL FRARMRAS DN C BRARFLE 2RI S AL SRRPFRE
FERAE IR M2 RETE (FIRR DR ATRARR) TRV ARAAER
FEH LA
3. TRAVRIBTRR HRHBLE(FLRBIP L LRFME BHTRHF) 22 Rick%
B BRI HE
4. %ﬂaﬁiaﬁ%ﬂkéﬁﬁ’%%ﬁwm FEPEREREL  NEFASPE T A0
R2ZE22H8 o0
5. FARBIrARRIARLLINL FL B ATFREF I P UMD FHTRE S i
BWRIAFL LA FT 320 *J%ﬁ’ﬁﬂwﬁf*ﬂk%ﬁi Rleritin M e s 2 8
r':l»“:l’-r;rgd u:’;._,ﬂﬂ "Tiﬁdﬁg_\m%
6. HdhiE? LR B rRAAFAASL IR R()ERREY > BR S
&Wﬁééﬁﬁﬁ (7 E ¥Rl Rt RBRRE Y 22 AN pEPEHETEF
L IR R PR A -
7. i3 FHRF B3~ BLESARE T FRFERS S QR REEIBATREFRFRR -

CAARET 2 FREHFRF (Scope) :
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2 m3f 1 H5820 & #5457 5 32 B (Hemodialysis system and accessories)
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1.2 $4p 7 138 %
(Biocompatibility test)

(1):m*& # 1+ (Cytotoxicity)

(2)iE57:#5% (Sensitization)

() Flgres £ FlgezEs (Irritaion / Intracutaneous
reactivity)

(4)& 14 5% (Acute systemic toxicity)

(5)x % 4p F 425 (Hemocompatibility)
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(Sterilization
Validation)
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(Pyrogen test)
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(Performance test)

(1) & H= B+ (Structure integrity)
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